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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

Claim Rejections - 35 USC§ 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112" 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 6-8 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 

for failing to particularly point out and distinctly claim the subject matter which applicant 

regards as the invention. 

The purpose of claims 6 and 7 is unclear. What is the difference between the two? 
Contacting is a process, and to some extent therefore must be dynamic. If it is not dynamic, 
then nothing has happened. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action* 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be negatived by the manner in which the invention was 
made. 

Claims 1-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over Mudryk. 
The reference teaches the method for removing residual organic solvents from a 
pharmaceutical drug. The technique involves placing the drug plus water, to provide 
water vapor, in an oven which can be kept at atmospheric pressure,* see paragraph 1 of 
column 2. Another technique is to pass moist nitrogen gas into the fluid bed dryer (named 
in the instant claim 19) at atmospheric pressure! see column 2, lines 22-25 and example 3. 
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Although the reference teaches removal of solvents generally, it is particularly directed to 
the removal of aliphatic alcohols,, named at column 1, line 12 as the specific solvent 
category of particular interest. The working examples are drawn to the removal of ethanol 
and isopropanol, the solvents named in these claims, valacyclovir hydrochloride is not 
specifically named, another another hydrochloride is used in example 2. However, the use 
of any drug would be obvious. One is motivated to try to remove alcohols from any drug 
prepared in alcohols (which, as the specification notes, is true for valacyclovir 
hydrochloride) in order to comply with the ICH standards for residual solvents, as taught 
by the reference at the last full paragraph in column 2. 

Some of the claims, e.g. claim 15, use humid air, whereas the reference has humid 
nitrogen. This would be an obvious variation, given the fact that air is mostly nitrogen. 

Applicants are simply applying a known technique for removing alcohols from drugs, 
and in particular for drugs which are hydrochloride salts. This is thus obvious. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified 
or improper timewise extension of the "right to exclude" granted by a patent and to prevent 
possible harassment by multiple assignees. See In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); InreLongi 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); 
In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel y 422 F.2d 438, 
164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 
1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used 
to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent is shown to be commonly owned with 
this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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Claims 1-19 provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 8-15 of copending 
Application No. 10880862. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because these are drawn to the exact same step. The 
results are recited differently in the preamble, but the same actual physical step is 
involved. Thus, the contacting reduces the solvent concentration and thereby reduces the 
instability. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark L. Berch whose telephone number is 571-272-0663. 
The examiner can normally be reached on M-F 7^15 - 3"45. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on (571)272-0661. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http7/p air-direct, uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). 



Mark L. Berch 
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